”~~ USKVBL

Ustav pro statni kontrolu
veterindrnich
biopreparatu a l1éciv

Translation from the Czech language
Authorisation No.: 544/2024/RDI

DECISION on the distribution authorisation

The Institute for State Control of Veterinary Biologicals and Medicines based in Brno (hereinafter referred
to as USKVBL) as the competent administrative authority pursuant to Article 100 of Regulation (EU) 2019/6
of the European Parliament and of the Council on Veterinary Medicinal Products (hereinafter referred to as
the Regulation), Section 16(2)(a)(2) of Act No. 378/2007 Coll, on Medicines and on Amendments to Certain
Related Acts (hereinafter referred to as Act No. 378/2007 Coll., on Medicines) issues, pursuant to Article 99
and 100 of the Regulation, Section 76 of Act No. 378/2007 Coll., on Medicines, the following

AUTHORISATION

for the wholesale distribution of veterinary medicinal products
to the following extent and under the following conditions:

1. Operator: Olikla s.r.o.
ID NO.: 281 77 738

2. Headquarters of the operator:

namésti Smirickych 42, 281 63 Kostelec nad Cernymi Lesy

3. The distribution authorisation is granted for the premises and equipment used by the company on the day
of the inspection at:

Prazska 390, 285 06 Sazava

4. A qualified person pursuant to Article 101(3) of the Regulation, Section 76(1)(b) of Act No. 378/2007 Coll.,
on Medicines is:

Magr. Alice Krejcarkova Polakova

5. Scope of authorised activity in the distribution of veterinary medicines:

Distribution of veterinary medicinal products within the meaning of the Regulation, Act No.
378/2007 Coll., on Medicines in the scope of:

» veterina ry medicinal products = other than those requiring handling at low temperatures
* cold chain veterinary medicinal products (requiring handling at low temperatures)

6. The Distributor is obliged to comply with the relevant provisions of the Regulation and the Commission
Implementing Regulation (EU) 2021/1248 on measures for good distribution practice of veterinary
medicinal products, Act No. 378/2007 Coll., on Medicines and Decree No. 229/2008 Coll., on the
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Manufacture and Distribution of Medicines (hereinafter referred to as the Implementing Decree) and the
instructions set by the USKVBL pursuant to Section 77(1)(g) of Act No. 378/2007 Coll., on Medicines.

7. The holder of the authorisation is obliged to enable the USKVBL to carry out official supervision pursuant
to Article 123 of the Regulation, Section 16(2)(e) of Act No. 378/2007 Coll., on Medicines and to observe
the measures imposed pursuant to Section 16(2)(c)(d) of Act No. 378/2007 Coll., on Medicines.

8. The Authorisation is granted for an indefinite period. It may be suspended or revoked pursuant to Article
100(3) of the Regulation, Section 76(3) of Act No. 378/2007 Coll., on Medicines.

9. The Distributor is only allowed to operate with equipment and on premises approved by the inspection
team on the inspection day: 26/03/2024 with continued compliance as described in the D1 questionnaire
of 27/02/2024.

10. The distribution of narcotic and psychotropic substances and veterinary medicines containing them
requires a special permit from the Ministry of Health of the Czech Republic in accordance with Act No.
167/1998 Coll., on Addictive Substances and on Amendments to Certain Other Acts, as amended.

Grounds:

On the basis of an application for a distribution authorisation for veterinary medicines submitted to the
USKVBL on 29/02/024, file no. USKVBL/2921/2024/POD, filed pursuant to Article 100 of the Regulation, Section
76(2) of Act No. 378/2007 Coll., on Medicines and the Implementing Decree,

payment of the administrative fee pursuant to Act No. 634/2004 Coll., on Administrative Fees, as
amended (Item 99),

reimbursement of expenses pursuant to Section 112 of Act No. 378/2007 Coll., on Medicines of
27/02/2024,

submitted documentation demonstrating compliance with the principles of good distribution practice
within the meaning of Regulation and Commission Implementing Regulation (EU) 2021/1248 on measures
for good distribution practice for veterinary medicinal products, Act No 378/2007 Coll., on Medicines and
the Implementing Decree,

the result of the inspection carried out on 26/03/2024, in accordance with the provisions of the
Regulation and the Commission Implementing Regulation (EU) 2021/1248 on measures for good distribution
practice of veterinary medicinal products, the Implementing Decree and Act No 378/2007 Coll., on
Medicines,

the USKVBL found that the applicant complied with the requirements for distribution set out in the
Regulation and Commission Implementing Regulation (EU) 2021/1248 on measures for good distribution
practice for veterinary medicinal products, Act No 378/2007 Coll., on Medicines and the Implementing
Decree, and issued this distribution authorisation for veterinary medicines.

Advice on Appeal:

This Decision may be appealed within 15 days from the date of delivery of the Decision with the State
Veterinary Administration of the Czech Republic, through the USKVBL.

Digitally signed by MVDr. Jifi Bure$
Date: 14/06/2024 12:02:44 +02°00°

In Brno, on: 11 June 2024 MVDr. Jiti Bures
head of the Service Office
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Translator's Affidavit

| swear that | am a court translator of the English language appointed by the Regional Court
in Ostrava, the Czech Republic, on 19 July 2019, adjudication file number Spr 2390/2018, and
| hereby confirm that the attached English text is a true and complete translation of the

Czech original herewith. The serial number of this certified translation in the Translator’s
Register is 150700/2024.

Ing. Mgr. Pavel Brunda, Ph.D.
Dated 27 June 2024

Digitalné podepsal
Ing' Mgr Ing. Mgr. Pavel

Pavel Brunda Ph.D.
Datum: 2024.06.27
Brunda Ph.D. g9:51:32 +02100°
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Povoleni ¢islo: 544/2024/RDI

ROZHODNUTI o povoleni k distribuci

Ustav pro statni kontrolu veterinarnich biopreparatti a Ié¢iv se sidlem v Brné (dale jen USKVBL) jako
prislusny spravni organ dle &lanku 100 nafizeni Evropského parlamentu a Rady (EU) 2019/6 o veterinarnich
|éCivych pripravcich (dale jen Narizeni), § 16, odst. 2, pism. a), bod 2 zakona ¢. 378/2007 Sb., o |éCivech a o
zméndach nékterych souvisejicich zakon( (dale jen zakon ¢. 378/2007 Sb., o |écCivech) vydava podle ¢lanku 99
a 100 Nafizeni, § 76 zakona ¢. 378/2007 Sb., o léCivech toto

POVOLENI

k velkoobchodni distribuci veterinarnich lécivych pripravkii

v tomto rozsahu a za téchto podminek:

1. Provozovatel: Ollkla S.r.o.
IC: 281 77 738
2. Sidlo provozovatele:

namésti Smifickych 42, 281 63 Kostelec nad Cernymi Lesy

3. Povoleni k distribuci se udéluje na provozni prostory a zafizeni uzivané firmou v den inspekce na adrese:

PraZska 390, 285 06 Sazava

4. Kvalifikovanou osobou podle ¢lanku 101, odst. 3 Nafizeni, § 76, odst. 1, pism. b) zakona ¢. 378/2007 Sb.,
o lécivech je:
Magr. Alice Krejcarkova Polakova

5. Rozsah povolené ¢innosti v oblasti distribuce veterinarnich 1éciv:

Distribuce veterinarnich léCivych pripravka ve smyslu Nafizeni, zakona ¢. 378/2007 Sb.,
o lécivech v rozsahu:

= yeterinarni lé

z

= yeterinarni lé

Civé pripravky — jiné nez vyzadujici manipulaci pfi nizkych teplotach

Civé pripravky chladového retézce (vyiadujici manipulaci pfi nizkych teplotach)

6. Distributor je povinen dodrzovat pfisluSna ustanoveni Nafizeni a provadéciho nafizeni Komise (EU)
2021/1248 o opatienich pro spravnou distribu¢ni praxi veterinarnich lécivych pfipravkd, zdkona
¢. 378/2007 Sb., o léCivech a vyhlasky ¢. 229/2008 Sb., o vyrobé a distribuci 1éCiv (ddle jen provadéci
vyhlagka) a pokyny stanovené USKVBL dle § 77, odst. 1, pism. g) zdkona €. 378/2007 Sb., o lé&ivech.

7. Driitel povoleni je povinen USKVBL umoznit vykonavat ufedni dohled podle ¢lanku 123 Nafizeni, § 16,
odst. 2, pism. e) zdkona ¢. 378/2007 Sh., o léCivech a dbat uloZenych opatieni podle § 16, odst. 2, pism.
c) a d) zakona ¢. 378/2007 Sb., o 1écivech.
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8. Povoleni je udéleno na dobu neurcitou. MUze byt pozastaveno nebo zruseno podle ¢lanku 100, odst. 3
Narizeni, § 76, odst. 3 zdkona ¢. 378/2007 Sb., o |éCivech.

9. Distributor je opravnén provozovat Cinnost pouze se zafizenim a v prostorach schvalenych inspekéni
skupinou pfi inspekci dne: 26. 3. 2024 pfi trvalém dodrZzovani stavu, popsaném v dotazniku D1 ze dne
27.2.2024.

10. K distribuci omamnych a psychotropnich latek a veterinarnich léciv s jejich obsahem je nutné zvlastni
povoleni Ministerstva zdravotnictvi Ceské republiky v souladu se zakonem &. 167/1998 Sb., o navykovych
latkach a o zméné nékterych dalsich zakonu, ve znéni pozdéjsich predpisu.

Oduvodnéni:

Na zakladé Zddosti o povoleni k distribuci veterindrnich Ié&iv doru¢ené USKVBL dne 29. 2. 2024, spisova
znac¢ka USKVBL/2921/2024/POD, podané podle &lanku 100 Nafizeni, § 76, odst. 2 zakona €& 378/2007 Sb.,
o |écivech a provadéci vyhlasky,

zaplaceni spravniho poplatku podle zdkona ¢. 634/2004 Sb., o spravnich poplatcich, ve znéni
pozdéjSich zmén (polozka 99),

provedeni ndhrady vydaji podle § 112 zdkona ¢. 378/2007 Sh., o IéCivech dne 27. 2. 2024,

predloZzené dokumentace dokladajici dodrzovani zasad spravné distribuéni praxe ve smyslu Natizeni
a provadéciho nafizeni Komise (EU) 2021/1248 o opatfenich pro spravnou distribuéni praxi veterinarnich
léCivych pripravkd, zakona ¢. 378/2007 Sb., o l1é¢ivech a provadéci vyhlasky,

vysledku inspekce provedené dne 26. 3. 2024, podle ustanoveni Nafizeni a provadéciho nafizeni
Komise (EU) 2021/1248 o opatienich pro spravnou distribucni praxi veterinarnich lécCivych pfipravk,
provadéci vyhlasky a zakona ¢. 378/2007 Sb., o léCivech,

shledal USKVBL, Ze Zadatel splnil poZzadavky na distribuci stanovené Nafizenim a provadécim natizenim
Komise (EU) 2021/1248 o opatienich pro spravnou distribucni praxi veterinarnich léc¢ivych pfipravku,
zakonem ¢. 378/2007 Sb., o lé¢ivech a provadéci vyhlaskou, a vydal toto povoleni k distribuci veterinarnich
|éCiv.

Pouceni o odvolani:

Proti tomuto rozhodnuti lze podat odvolani do 15 dnl ode dne doruceni rozhodnuti ke Statni
veterinarni spravé CR, a to prostfednictvim USKVBL.

MVDr Digitalné podepsal

MVDr. Jifi Bure$
¥ Datum: 2024.06.14

Jifi Bures sos4s 0700

V Brné dne: 11. ¢ervna 2024 MVDr. Jifi Bures
vedouci sluzebniho Uradu
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